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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS. 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time nnay be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure .to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )□ Responsive to connnnunication(s) filed on 29 January 2007 . 
2a)\3 This action is FINAL. 2b)IEI This action is non-final. 

3) n Since this application is in condition for allowance except for fonnnal nnatters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) 1^ Claim(s) is/are pending in the application. 

4a) Of the above claim(s) 8-26 is/are withdrawn from consideration. 

5) n Claim{s) is/are allowed, 

6) ^ Claim(s) I^Z is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10) n The drawing(s) filed on ^ is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held In abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction Is required if the drawing(s) is objected to. See 37 CFR 1 .1 21 (d). 

1 1) n The oath or declaration is objected to by the Examiner. Note the attached Office Action or fonn PTO-152. 

Priority under 35 U.S.C. § 119 

12) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (0- 
a)n All b)n Some * 0)0 None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1 ) K Notice of References Cited (PTO-892) 4) □ Interview Summary (PT0^1 3) 

2) □ Notice of Draflsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date, . 

3) S Infomiation Disclosure Statement(s) (PTO/SB/08) 5) □ Notice of Infomial Patent Application 

Paper No(s)/Mail Date 9.26/06 and 2/11/04 . 6) □ Other: . 



U.S. Patent and Trademark Offlce 
PTOL-326 (Rev. 08-06) 



Office Action Summary 



Part of Paper No./Mail Date 20070220 



Application/Control Number: 10/697,142 



Art Unit: 1651 



Page 2 



DETAILED ACTION 
Election/Restrictions 
Applicant's election without traverse of Group I claims 1-7 in the reply filed on 
1/29/07 is acknowledged. The requirement for the election of species is withdrawn. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claim 1-7 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Sandbaek et al. (Blood Coagulation and Fibrinolysis, 1999) as supported by DrugBank 
(def "Tenecteplase") in view of Graney et al. (Australian Patent AU-B-42810, published 
1992). 

These claims are drawn to a composition containing about 0.01 to 0.05 mg/mL 
of tenecteplase in sterile water or bacteriostatic water and normal saline. Claims 2-5 
further limit the range of the highest concentration of tenecteplase in solution to about 
0.04 mg/mL. 0.03 mg/mL. 0.02 mg/mL, 0.015 respectively. Claim 6 further limits the 
tenecteplase be In sterile water. Claim 7 limits the composition of claim 1 further 
comprises a catheter. 
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Sandbaek et al. teach a concentration of alteplase in saline at a final 
concentration of 0.02 mg/mL and is administered by a catheter (page 88, col 1 , "Intra- 
arterial thrombolysis"). Alteplase is a synonym for tenecteplase as supported by 
DrugBank. Sandbaek et al. does not teach the limitation of claim 5 that the 
concentration of tenecteplase is about 0.01 to 0.015. However, the M.P.E.P. § 2145.05 
state: 

"a prima facie case of obviousness exists where the claimed ranges and prior art ranges 
do not overlap but are close enough that one skilled in the art would have expected 
them to have the same properties." 

Also while the Sandbaek et al. above teaches the components of the composition of 
claim 1 they do not teach the concentration limited by claim 5. However. M.P.E.P. § 
2144.05 II states: 

Generally, differences in concentration or temperature will not support 
the patentability of subject matter encompassed by the prior art unless 
there is evidence indicating such concentration or temperature is critical. 

Absent any teaching of criticality by the applicant concerning the concentration of 

tenecteplase listed in claim 5 for the composition of claim 1 , it would be prima facie 

obvious that one of ordinary skill in the art would recognize that the amounts listed in 

claim 5 are result effective variables whose ratio and concentration are a matter of 

routine optimization. 

Also while Sandbaek et al. teach their composition in saline, they do not provide 
the details on the composition of the saline and thus do not anticipate the limitation of 
sterile water for injection or bacteriostatic water for injection and normal saline. This is 
taught by Graney et al. 
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Graney et al. teach that tenecteplase (called the synonym tPA or tissue 
plasminogen activator or alteplase by Graney, page 7, lines 1-2) can be included in 
compositions where the solvent carrier is sterile water (page 7, line 8) or distilled water, 
Ringer's solution as well as saline and other conventional carriers (page 8, lines 19 and 
20). Therefore Graney et al. teach that saline as well as sterile water for injection and 
other conventional pharmaceutical carriers can be used interchangeably to dissolve and 
administer tenecteplase and are therefore art recognized equivalents for the same 
purpose and it would be obvious for one of ordinary skill in the art to substitute saline 
from sterile water for injection (M.P.E.P. § 2144.06). 

Therefore, the invention as a whole would have been prima facie obvious at the 
time of filing In view of the references listed above and as such claims 1-7 are not 
allowable. 

In summary no claims, as written, are allowed for this application. 
In response to this office action the applicant should specifically point out 
the support for any amendments made to the disclosure, including the claims 
(MPEP 714.02 and 2163.06). Due to the procedure outlined in MPEP § 2163.06 for 
interpreting claims, it is noted that other art may be applicable under 35 U.S.C. § 102 or 
35 U.S.C. § 103(a) once the aforementioned issue(s) is/are addressed. 

Applicant is requested to provide a list of all copending U.S. applications 
that set forth similar subject matter to the present claims. A copy of such copending 
claims is requested in response to this Office action. 
CONTACT INFORMATION 
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Any inquiry concerning tliis communication or earlier communications from the 
examiner should be directed to Thane Underdahl whose telephone number is (571) 

272- 9042. The examiner can normally be reached during regular business hours, 8:00 
to 17:00 EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Wityshyn can be reached at (571) 272-0926. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status infomriation for unpublished applications is available through Private PAIR only. 
For more infomiation about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated inform^ion 
system, call 800-786-9199 (IN USA OR CANADA) or 5f;ra2-100)^ 



Thane Underdahl 
Art Unit 1651 




